South Asian women living in the UK, particularly of Pakistani family origin, have a higher prevalence of depression, suicide and self-harm than White women.
Six general practices, with high proportions of British Pakistanis in the north-west of England were recruited. Presentations were made to voluntary organisations for ethnic minorities, key persons in the Pakistani community, and staff of the practices to gain their support. Multilingual invitation posters were displayed to encourage recruitment. The study timetable was planned to avoid recruitment, interventions and assessments during Muslim festivals and school holidays.
We consecutively screened British Pakistani women aged between 16 and 65 years attending the practices, communicating with them in English, Urdu or Punjabi. Those with intellectual disabilities or severe mental illness or planning a visit abroad during the next 6 months were excluded. Patients already receiving antidepressants or any psychological intervention were not excluded.
In a two-phase procedure, the Self-Reporting Questionnaire (SRQ) 16, 17 was administered to identify probable cases. Those scoring 7 or more were interviewed using the Clinical Interview Schedule -Revised (CIS-R), a structured clinical interview, 18 to confirm a diagnosis of depression.
Independent cluster randomisation using www.randomization. com was carried out at the level of general practice (six clusters) to avoid contamination between the intervention arms. Participants with depression were allocated either to: (a) social intervention; (b) protocol-guided antidepressant treatment; or (c) a combination of both interventions (trial registration: ISRCTN19172148).
Before starting the interventions, group facilitators visited the homes of participants allocated to the social intervention to
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Social intervention for British Pakistani women with depression: randomised controlled trial 
Aims
To determine the efficacy of a social group intervention compared with antidepressants, and whether the combination of the two is more efficacious than either alone.
Method
A total of 123 women with depression participated in the primary care-based cluster randomised controlled trial (ISRCTN19172148). Outcome measures were severity of depression (Hamilton Rating Scale for Depression), social functioning and satisfaction at 3 and 9 months.
Results
Greater improvement in depression in the social intervention group and the combined treatment group compared with those receiving antidepressants alone fell short of significance. There was significantly greater improvement in social functioning in the social intervention and combined treatment groups than in the antidepressant group at both 3 and 9 months.
inform them about group allocation. Participants in the antidepressant treatment arm received an appointment letter from their general practitioner (GP) to discuss antidepressant prescription. Participants in the combined treatment group received both home visit and invitation letter. Three-and ninemonth follow-up assessments were arranged at a venue of the participant's preference.
Written informed consent was sought at screening and then again before randomisation. Ethical approval was received from Tameside and Glossop, and East Lancashire Research Ethics Committees (04/Q1402/2).
Interventions
A multidisciplinary team of psychiatrists, psychologists, British Pakistani mental health workers and service users at the University of Manchester developed the social intervention based on MRC framework for complex interventions. 14 
Social intervention
The culturally sensitive social intervention was designed to address social difficulties, isolation and poor access to primary care. It was delivered by two facilitators as a stand-alone intervention, and in collaboration with the GP when combined with antidepressant use.
During phase I of intervention development it was suggested that appropriate intervention should begin with the development of informal networks that engage these women in social contacts, and link them with appropriate treatment. The social intervention involved 10 women attending facilitated groups at a local community centre for weekly sessions over 10 weeks. Group activities were developed in consultation with the voluntary organisations for ethnic minorities and were informed by our pilot study. 15 At the first session, the participants choose from a list of indoor and outside activities for subsequent sessions. A psychoeducation session provided information about depression including its nature, symptoms, causes and treatment.
To ensure cultural sensitivity, participants were collected by taxi accompanied by a female transport facilitator. The groups took place in a culturally acceptable venue with provision of childcare facilities. Participants were addressed and greeted in a traditional manner and at the beginning of each session they were reminded about confidentiality as this had previously been cited as a major reason for non-engagement with services. 15 The selection of group activities was culturally appropriate and food was provided at the end of each session.
Antidepressant intervention
Participants randomised to the antidepressant intervention were specifically invited and offered treatment by their GP, who was trained in the treatment protocol and monitoring following National Institute for Health and Clinical Excellence (NICE) guidelines. 19 
Combined intervention
In the combined intervention, participants were invited to attend social groups as well as being offered being antidepressant treatment.
Training and supervision of group facilitators
Four multilingual graduate women were trained as group facilitators. Based on our pilot study, 15 During the trial, facilitators received weekly supervision from a psychiatrist (W.W.). Midway through the social intervention the facilitation skills trainer conducted a feedback and advisory session with the facilitators to address any problems and issues in running the groups. They were also encouraged to interact among themselves, seek advice and share their experiences. Four local British Pakistani women were trained as transport facilitators. They accompanied participants from their home to the centre and back, communicated with participants and encouraged attendance.
The participating GPs allocated to the antidepressant or combined treatment arm received 1-hour training based on NICE guidelines. They were provided with plastic-coated depression treatment algorithms to refer to and electronic reminders for computerised case records or prompt cards inserted into the paper-based case notes.
Measures
Assessments were carried out at baseline, 3 months (completion of the intervention) and 6 months post-intervention (9 months after baseline). Baseline assessment included demographic data, psychiatric history, Hamilton Rating Scale for Depression (HRSD) score, 20 and a measure of social functioning specifically created for British Pakistani women. 21 The HRSD rates depressive symptoms on a scale from 0 to 48; higher scores indicate greater severity of depression. The self-rating social functioning questionnaire rates the degree of difficulty in completing ten daily functions from 0 (no difficulty) to 4 (often can't do the task), with a total score ranging from 0 to 40.
The baseline measures were repeated along with self-rated satisfaction with treatment at 3 and 9 months, based on a threepoint ordinal scale derived from Verona Service Satisfaction Scale 22 that rated six items from 1 (definitely not satisfied) to 4 (very satisfied) (maximum possible range: 6-24).
Previously translated and validated measures were used, and those being used for the first time in Urdu were translated following a standard protocol. 23 Owing to expected limited literacy, all questionnaires were read to the patients in a standardised way. Three British Pakistani postgraduate researchers received initial 2-week training on the use of assessment schedules and culturally sensitive research methods focusing on recruitment, consent and trial procedures. Researchers independent of those providing the intervention and masked to the intervention allocation and adherence undertook outcome assessments.
Qualitative data collection
Qualitative data were collected initially through a feedback form completed jointly by the group facilitators and individual participants at the end of each session, specifically documenting participants' quotes. After the 9-month follow-up assessments, a focus group of eight participants representing all three treatment arms was organised and data were collected until saturation was reached within the focus group session.
The change in HRSD score was used as the primary outcome variable. Sample size estimation indicated that 40 women in each of the three intervention arms would have 89% power if the difference in mean HRSD scores were 4. The power will be reduced to 65% if the difference is 3, assuming a fixed within-group standard deviation of 5.0 for all comparisons, and using a two-sided significance level of 0.025 (using the Bonferroni correction, dividing the nominal alpha by two, to allow for two between-group comparisons).
Statistical methods
We followed the CONSORT guidelines for cluster randomised controlled trials. 24 The main analyses were based on intentionto-treat principles. Supplementary analyses included allowance for loss to follow-up. 25 For categorical variables, the numbers and percentages of patients in each group are presented and were compared using the w 2 -test. Means and standard deviations are presented for continuous variables at baseline, and were compared using one-way ANOVA followed by Bonferroni corrected pairwise comparisons between groups. For changes from baseline to follow-up on continuous variables, intervention effects were compared using linear regression with the covariates of baseline score and treatment group (as dummy variables for each active social intervention v. antidepressants only) using the Stata command regress (Stata version 9 for Windows). A second regression was used to compare combined treatment with the social intervention. Robust standard errors are calculated specifying GPs as the six clusters. Means and standard deviations in each group, and 95% confidence intervals and significance of the intervention effects are presented. We also present an analysis of the HRSD where the data were analysed by patient rather than practice.
Results

Participant flow
Between (Fig. 1) . The 252 potential cases that scored 7 or more on the SRQ were invited for CIS-R interview until the number of participants with depression needed per cluster was achieved. Of these, 83 refused participation or were excluded for other reasons and 169 were interviewed, of whom 148 had depression. A further 25 subsequently refused, leaving 123 participants who were cluster randomised into three treatment arms.
There was no significant difference between the 25 individuals refusing participation and those who consented, with respect to either age or SRQ scores.
Baseline data
No significant differences were found between the participants in the three treatment groups with respect to demographics, diagnosis or antidepressant treatment (Table 1) . However, social functioning as measured by the social functioning scale specifically developed for British Pakistani women 21 was significantly lower in the antidepressant group than in the other two groups (Table 2) .
Treatment adherence
In the social intervention group, 27 participants (69%) attended eight or more of the ten sessions, 9 participants attended four to seven sessions, 1 participant attended only once, and 2 participants did not attend any. One of these two women was in Pakistan and the other did not give a reason. In the combined treatment group, 18 participants (43%) attended eight or more sessions, 12 attended three to seven sessions, 1 attended twice, 1 attended once, and 10 did not attend any. Of these ten, three refused or were unable to attend, two were in Pakistan, one had moved from the area, and four did not give a reason. The number of sessions attended was significantly higher in the social intervention group (Mann-Whitney P = 0.050).
At 3 months, 21 participants (54% of those with follow-up data) in the antidepressant group and 24 (71%) in the combined treatment group were being prescribed antidepressants compared with 6 (18%) of those receiving social intervention alone (w 2 = 19.2, d.f. = 2, P50.001). At 9 months, antidepressants were being prescribed to ten individuals (26%) in the antidepressant group, 7 (21%) in the combined treatment group, and 6 (18%) in the social intervention group (w 2 = 0.6, d.f. = 2, P50.73).
Primary outcomes
The reduction in the HRSD score was greater in the social intervention and combined treatment groups than the antidepressant group at both 3 and 9 months, but both of these differences fell short of statistical significance ( Table 3 ). The change in HRSD score for the combined treatment group was not significantly different from that in the social intervention group at either 3 or 9 months. Allowance for missing follow-up data did not alter these findings.
Secondary outcomes
There was a greater increase in social functioning in the social intervention group and the combined treatment group than in the antidepressant group at both 3 and 9 months, but these were significant only at 3 months (Table 3) . Satisfaction scores were significantly greater in the social intervention and combined treatment group compared with the antidepressant group at both 3 and 9 months. The combined treatment and social intervention groups were not significantly different in change of any of these scores at 3 and 9 months. Allowance for missing follow-up data did not alter these findings.
Remission of depression
There was no significant difference between the three groups with respect to the number of participants for whom depression had remitted as judged by a non-depression CIS-R diagnosis at 9 months (antidepressants: 8/30 (27%); social intervention: 11/37 (30%); combined treatment: 12/33 (36%); w 2 = 0.7, P = 0.69). At 3 months, eight participants in total had achieved remission defined by HRSD score 47: four in the antidepressant group, none in the social intervention group and four in the combined treatment group. At 6 months, 14 participants had achieved remission: 6 in the antidepressant group, 2 in the social intervention group and 6 in the combined treatment group.
Analysis by patient rather than by practice
The data (Fig. 2) suggest a more rapid reduction of HRSD score in the social intervention group than in those treated with antidepressants alone. Ignoring the fact that patients were randomised in clusters defined by their GP, this difference is significant (P = 0.018) at 3 months, but not 9 months (P = 1.0). The combined treatment group also shows a significantly greater improvement than the antidepressant group at 3 months (P = 0.006), but the difference between social intervention and combined treatment groups was not significant (P = 1.0). At 9 months there was no significant difference between any of the three groups (P = 0.20).
Qualitative participant feedback
Barriers and facilitators to participation
A major hindrance to social group participation in the present study was resistance from family members, particularly husbands. The family often did not recognise depression as meriting outside help and lacked faith in the appropriateness of the intervention. Participants described their initial apprehension about the nature of the groups and the degree of disclosure that would be expected.
A key factor encouraging attendance was the taxi service with a female transport facilitator together with facilitators' warmth and empathy. Participants felt obliged to attend as the group facilitators had made elaborate arrangements and the participants felt they should not let them down.
Perceptions about the social intervention
Participants engaged in the trial because of the culturally appropriate format and content of the sessions. They felt very much at home because the multilingual facilitators were warm and understanding, and written materials were available in their own languages.
Many commented that ten sessions were inadequate for their needs and, in future, for the sessions to be spread over a longer period of time to avoid the abrupt ending of the intervention.
Communication with GP and antidepressant use
Participants expressed mixed views about their respective GPs. In addition to some positive comments, many found their GPs 'lacking time to explain the expected benefits and side-effects of medication'. The latter was a common reason for discontinuation of medication. Written multilingual information about medication and telephone reminders were mentioned by the participants as ways of encouraging adherence. Women with depression randomised to one of the three study groups (n = 123) Fig. 1 Study flow chart. Ten patients in total completed assessments at 6 months, but not at 3 months, and 14 completed at 3 months, but not at 6 months.
to further continue these new friendships. They were able to confide in others, something they were struggling to do previously at home. They reported that family members and friends noticed a significant difference (e.g. 'friends and family picked up on the improvement').
Discussion
This is the first reported randomised controlled trial of a social intervention specifically developed for British Pakistani women with depression. For those in the social intervention group, there (26) 8 (19) 30 (77) 2 (5) 7 (18) 0 22 (52) 4 (10) 11 (26) 5 (12) Prescribed antidepressant medication at time of recruitment a 3 (7) 4 (10) 8 (19) a. General practitioner (GP) notes available for 39, 33 and 34 participants in the antidepressant, social intervention and combined groups respectively. a. Intervention effects are differences between changes from baseline adjusted for baseline, and with robust standard errors and general practitioner as clusters.
were greater improvements in social functioning at 3 months and satisfaction at 3 and 9 months compared with those receiving antidepressants alone. Improvements in depression scores at 3 and 9 months and social functioning at 9 months favoured social intervention over antidepressants alone, but fell short of statistical significance. There were no additional benefits from combining the social intervention with antidepressants over social intervention alone. Unlike previous trials that have modified existing cognitivebehavioural therapy (CBT) or quality improvement approaches, 26, 27 this new complex social group intervention is guided by our previous research 1, 2, 15 highlighting the need for culturally acceptable content and mode of delivery. Individual therapies may be alien to British Pakistani women, whereas the social groups are more akin to their own culture of sharing, doing things together, and mutual social support provided through the extended family and a more communal way of life. Once their initial caution was overcome, attendance at the groups was good, and the women enthusiastically celebrated at the final session. Those in the social intervention group expressed significantly greater satisfaction at 3 months, and continued to feel more satisfied with their care even after the clinical advantages had waned after 9 months.
We successfully developed and delivered the social intervention to this hard-to-reach group of women. The intervention is expensive because of culturally sensitive additions but this is needed to win over participants and families in this population subgroup.
In terms of the comparative efficacy of the social intervention, and in order to inform the design of a future trial, our results suggest some benefit to women with depression at least in the short-term, but there are no clear advantages over antidepressants in the longer term.
Strengths and limitations of the study
Both in the delivery of the interventions and trial procedures, every effort was made to overcome any barriers. Our social intervention incorporated culturally adapted care and aspects of enhanced interventions similar to those identified by Miranda et al 26 as effective components in reducing depression and improving function among ethnic minority women in the USA. The follow-up rates were good: 85% at 3 months and 81% at 9 months, and the majority of those lost had actually moved away, often to Pakistan.
Our failure to achieve statistically significant results stems, in part, from our small sample size and the cluster design. The size of this exploratory trial restricted the number of general practices in each study group to two, and for the HRSD there was significant variation between clusters of general practices within study groups compared with the variation within clusters (F (3,117) = 3.9, P = 0.011). Thus cluster randomisation caused considerable loss of power compared with conventional randomisation.
The response to medication may have been limited by adherence. Although we did not directly enquire from the participants about their adherence, at 3 months almost half of the antidepressant group were not being prescribed antidepressants. We encouraged GPs to follow NICE guidelines and participants were instructed to consult their GP for antidepressant prescription. Thus antidepressant prescribing followed usual practice, but other studies have promoted adherence more energetically. Miranda et al 27 employed a collaborative care model to support and monitor antidepressant use to achieve greater adherence and better outcomes. It is noteworthy that prescription rates tended to be higher in the combined treatment group, as the psychoeducational session encouraged them to consult their GP. This suggests that a future trial should compare collaborative care alone v. antidepressants plus social intervention.
Overall, treatment was not satisfactory as only 14 (15.5% of those assessed and followed up) reached remission (HRSD 47). 28 More intensive treatment may be needed such as a longer duration of social intervention and ensuring greater adherence to antidepressants.
Comparison with other studies
We recruited a cross-section of patients attending general practices, not necessarily patients seeking treatment for depression. However, the mean baseline HRSD of 19.1 falls in the moderately severe range. 29 This is comparable with cases of depression from inner-city primary care (HRSD 15.2), 30 and depressed minority women in a US treatment trial (HRSD 16.9). 27 Mean reductions in HRSD score at 3 months in the current trial for the social intervention and combined treatment groups (5.0 and 5.7 respectively) compares with 3-month HRSD reductions of 4.9 for CBT and 4.1 for referral to community care reported by Miranda et al. 27 The reduction in HRSD of 1.3 in our antidepressant group compares unfavourably with the protocolguided antidepressant group in the US study, 27 in which the HRSD score had fallen by 8.1 at 3 months; this may be explained by the difference in ethnicity and levels of treatment adherence.
Implications
Participants found the social intervention acceptable with comparative improvement in social functioning and depression. Since depression is very prevalent in this population and treatment is currently very poor, this represents an important development. It is clear that improved antidepressant adherence is needed as this population may be reluctant to use these medications. Participant and facilitator feedback revealed that ten weekly sessions were inadequate and ended abruptly. Outcomes may be improved and more sustained by spreading the groups over a longer period. We also need to ensure initial engagement by explaining the social intervention to the women and their families. 
